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earned patent term adjustment. See 37 CFR 1 .704(b). 

Responsive to communication*) fi.ed on Jen3O 2003 — 

. cmai 2b) □ This action is non-final. 

2a) K This action is FINAL. prosecution as to the merits is 

Disposition of Claims 

4)63 Claim(s) 18^37^nd38 ___ — - " 



4a) Of the above, claim (s) 
5)D Claim(s) 



6) K- Claim (s) 18^0JZ_and38~ 

7) 0 Claim(s)__ — 

8) D Claims . — 



is/are pending in the application. 

is/are withdrawn from consideration, 
is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 
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DETAILED ACTION 

I tended claims W 

2 . Receipt of applicant's arguments and amendments filed in (Paper No. 11, 1/30/03) is 
acknowledged. 

3 . The following previous rej ections and objections are withdrawn in light of applicants 
amendments filed in (Paper No. 1 1 , 1/30/03): 

(i) the objection to the title of the invention; 

(H) the objection to the specification for reciting the old ATCC address; 
(iii) the obj ection to claim 38. 

4 . ApplieanfsargumentsfuedinPaperNo. H, ./30/03, have been fully considered and were 
persuasive in par.. The issues remaining as well as new issues are stated below. 

5 . The text of those sections of Ti,,e 35, U.S. Code no, included in Ms action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 11 2, first paragraph 

6 Claims 18-20, 37-38 are rejected under 35 U.S.C. 1 12, first paragraph. 

This rej ection is maintained for reasons of record set forth at pages 2-5 of the previous 

Office action (Paper No. 8, 9/30/02). 

Applicants argue that claim 18 has been amended to recite "the interim-* gene from 
tne diseased cell hybridizes under stringent wash conditions ,0 a norma, human interie„ k in-2 
g e„e» and that claim 18 now provides a further sectoral feature that could distinguish 
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is 



mi 



compounds in the genus from other, However, contrary to Applicants arguments, the issue here 
fta, Applicants are no. in possession of the invention as claimed. Applicants appear to have 
.construed the Examiner's rejection. The issue here is that Applicants are claiming a 
polypeptide which is no, described in the specification. Recitation of the additional "hybridizing" 
language in the claims is irrelevant because the specification does no. disclose or teach the 
modified IL-2 being claimed. The specification docs no, disclose a modified IL-2 polypeptide with 
respect ,o fte disclosure of relevant identifying characteristics i.e. stntcture, other physical and/or 
chemical characteristics or combination of such characteristics. The description for the claimed 
p„ ly pep,id= is limited to its function. A sequence described omy by a purely functional 
characteristic, without any known or disclosed correlation between 4a, function and ,he secure 
of fte sequence, is not a sufficient identifying charaoeristic for written description purposes, even 
when accompanied by a method of ob,ainin g tire claimed species, .n tins case, in fte instant 
specification, Applicant have failed ,0 describe tite modified IL-2 polypeptide or ,he gene 
encoding** modified IL-2, in fte absence of which one of skill in ,he art would no, be able to 
make fte modified 1L-2 polypeptide. Thus, a, fte time fte application was filed, fte modified IL-2 
polypeptide being claimed was no, described in fte specification in such a way as ,o reasonably 
convey to one skilled in fte relevan, ar, that the inventors had possession of fte claimed invention. 

Furthermore, with respect to fte 35 0 AC. 1 12, first paragraph enablement rejection, 
Applicants appear to have misconstrued tins rejection too. Applicants argue tha, claim 18 has 
been amended to recite 'Hhe in.erleukin-2 gene from fte diseased cel. hybridizes under stringent 
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wash conditions ,o a norma, human interleukin-2 gene" and mat one skilled in Ae art would be 
ab,e to distinguish the claimed polypeptides ftom other, However, conttary to Applicants 
arguments, the issue here is that claims 18-20, 37-38, broadly encompass all IL-2 proteins 
comprising a modification of natural IL-2, said modified IL-2 encoded by a gene ftom a disced 
cel , However, the specification is not enabied for a single IL-2 polypeptide having an amino acid 
sequence anything less man the natural IL-2. These properties of me modified IL-2 may differ 
structurally, chemically and physically from other known proteins. 

The claimed invention encompasses modified IL-2 protein molecules not envisioned o, 
described in the specification, and neither does the specification disclose how the recombinarttly 
produced polypeptides can be distinguished ftom each other. There is not a single mutein IL-2 
disclosed in the specification, which has specific properties which differ structurally, chemically 
and physically ftom other know. IL-2 po.ypep.ides. Applicants have failed to disclose which 
aisease cells have the gene for the modified IL-2. Since Applicant has failed to disclose such, ,« 
would entail undue experimentation to screen every possible type of diseased cell known to man 
,„ determine which diseased ei. contains the gene for the modified .L-2. The specification dc*s 
„„, provide the necessary information nor the guidance ,0 enable a skilled artisan to make a., the 
embodiments which wouid be encompassed by the scope of the Cairns since the claims do no, 
recite the specific properties characteristic for the claimed polypeptide. The instant disciosure is 
clearly insufficient support under the firs, paragraph of 35 U.S.C. S 1 12 for claims which 
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encompass every and all recombinant polypeptides having the activity described in claim 37 and 

being derived from diseased cells. 

Claim Rejections - 35 USC§112, second paragraph 

7. Claims 18-20, 37-38 are rejected under 35 U.S.C. 1 12, second paragraph. 

This rejection is maintained for reasons of record set forth a, pages 5-6 of the previous 

Office action (Paper No. 8, 9/30/02). 

With respect to the limitation "is a modification of an amino acid sequence of a normal 
human interieUKin-2", Applicants argue tha, claim 18 has been amended to recite "the interleukin- 
2 gene from the diseased cell hybridizes under stringent wash conditions ,„ a norma, human 
interieukin-2 gene" and tha, the metes and bounds of the claim are now clea, However, contrary 
,„ Applicants arguments, inspite of the amendment ,0 claim 18, the issue here is tha, the claim is 
stil, unclear because the metes and bounds of the term "modification" are unclear with respect ,0 
which substitutions, deletions, additions and combinations thereof are encompassed by the claim. 

Furthermore, the new limitation in claim 18 recites "hybridizes under stringent wash 
conditions", which term is a relative and conditional term and renders the claim indefinite. 
Furthermore, some nucleic acids which might remain hybridized under wash conditions of 
moderate stringency, for example, would fail to remain hybridized at all under conditions of high 
stringency. The metes and bounds of the claim thus cannot be ascertained. 

With respect ,0 the recitation of "norma, human interleukin-2" in claim 18, the recitation 
of this term is vague and indefinite because it is unclear which IL-2 is considered "normal". 
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Claims 19-20 are vague and indefinite because they recite "obtainable from leukemic 
leukocytes" and "obtainable from human malignancies", respectively, but the metes and bounds of 
"obtainable" has not been provided in the specification. It is unclear what the term means and 
W hat protein is considered "obtainable" or how the protein is "obtainable". Furthermore, the term 
"obtainable" renders the claims indefinite because it is unclear whether the limitations following 
the term are part of the claimed invention. See MPEP. § 2173.05(d). 
Claims 37-38 are rejected as vague and indefinite insofar as they depend on claim 18 for its 

limitations. 
Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP. § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated from the mailing date of the advisory action. In no event, however, 
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will the statutory period for reply expire later than SIX MONTHS from the date of this final 



action. 



Advisory Information 

Any inquiry concerning this communication or earlier communications from the examiner 
should b^di ecSo Prema Mertz whose telephone number is (703) 308-4229. The examiner 
c^rmdhr be reached on Monday-Friday from 7:00AM to 3:30PM (Eastern time) 

Tf attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Yvonne Eyler, can be reached on (703) 308-6564. 

Official papers filed by fax should be directed to (703) 305-3014 or (703 30MM1 
Faxed draft or informal communications with the examiner should be directed to (703) 746-5300. 

Communications via Internet e-mail regarding this application, other than those .under 35 
U.S.C. 132 or which otherwise require a signature, may be used by the applicant and should be 
addressed to [yvonne.eyler@uspto.gov]. PTO 
All Internet e-mail communications will be made of record in the application file PTO 
employees do not engage in Internet communications where there exists a possibility that sensitive 
nfoScould be identified or exchanged unless the record includes a properly J™* ^™ 
wa^r ofthe confidentiality requirements of 35 U.S.C. 122. This is more clear 
toerSi Internet Usage Policy published in the Official Gazette of the Patent and Trademark 
Office on February 25, 1997 at 1 195 OG 89. . 

Ly inquiry of a general nature or relating to the status of this Vfi^f™^ 
should be directed to the Group receptionist whose telephone number is 

Prema Mertz Ph.D. 
Primary Examiner 
Art Unit 1646 
February 10, 2003 



